| _/g‘ DEPARTMENT OF HEALTH & HUMAN SERVICES
, - 'Food and Drug Admiaistration

9200 Corporate Blvd.

Rockville MD 20850

Ms. Zoya Lee : N .
- Regulatory Affairs Specialist ' MAY - .
Degania Silicone, LTD | .2 3 2007
Degania Bet ”
Emek Hayarden
ISRAEL 15130

Re: K070124 - o -
Trade/Device Name: Gastrostomy Replacement Tube
Regulation Number: 21 CFR §876.5980 . .
Regulation Name: Gastrointestinal tube and accessories -
Regulatory Class: 1T ' a
Product Code: KNT and FPD

Dated: May 18, 2007

Received: May 18,2007

- Dear Ms. Lee:

‘We have _rcvicwcd your Section 510(k)-premarket notification of inteat to matket the device
referenced above and have determined the device is substantially equivalent (for the indications for.
use stated in the enclosure) to legally marketed predicate devices marketed in inteistate commerce |
prioc to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that
have been reclassified in accordance with the provisions of the Federal "-Fooclli Drug, and Cosmetic
Act (AQt) that do not require approval of a premarket approval aﬁplica‘tibn (PMA) You rﬁay‘
therefore, market the device, subject o the general controls provisions of the Act. The géncn,il

* controls p_rqvisions_ of the Actinctude requirements for annual registration, listing of devices, good
manufacturing practice, labeling, and prohibitions against misbranding and adulteration. S

If your dcwce is classified (see above). into either class I['(Speéial.Cdntrdis)‘c.)r class III (Premarket -
Approval), it may be subject to such additional controls. Existing major regulations affecting your.

-device can be found in the Code of ngeral-.R lations, Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements conceming your device in the Federal Register.
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Please be advised that FDA’s issuance of a substantial equivalence: determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to registration and listing (21 CFR. Part 807);
labeling (21 CFR Part 801); good manufacturing practice requiréments as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electromc product radiation
control provisions (Sections 531- 542 of the Act); 21 CFR 1000-1050.

ThlS letter will allow you to begin marketmg your dev1ce as described in your Section 510(k)
premarket nofification. The FDA finding of substantial equlvalence of your device to a legally
marketed predicate dcvlce results ina cla351ﬁcat10n for your dévice and thus, perrmts your device to
proceed to-the market.

If you desue spec1ﬁc advice for your. devwe on our labeling regulation (21 CFR Part 80 1), please

contact the Office of Compliance at one of the following numbers, based on the regulation number at
the top.of this letter:

21 CFR 876.xxxx (Gastroenterdlogy/chalﬂJrolo_g'y)7 240_-2'7640:1 15

21 CFR 884.xxxx (Obstetrics/Gynecology) - 240-276-0115
- 21 CFR 892.xxxx.. (Radlology) ' - 240-276-0120
Other . : 240-276-0100

Also, please note the regulatlon entitled, "Misbranding by reference to premarket not1ﬁcat10 (21
CFR 807.97). You may obtain other general information on your rcspons1b111tles under the Act from
the Division of Small Manufacturers, International and Consumier Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address :
hitp://www.fda.gov/cdrh/industry/support/index.html -

Sincerely yours,

Na:ncyC rogdon Z

" Director, Division of Reproductlve
Abdominal, and Radiological Devices
~ Office of Device Evaluation _
‘Center for Devices and Radiclogical Health

Enclosure



Indications for Use

510(k) Number (if known): 5 6/0[2¢

Device Name: Gastrostomy Replacement Tube

Indications for Use: Gastrostomy Replacement Tube of Degania Silicone Ltd is indicated
for use in a well established Gastrostomy tract for feeding

and/or administration of medication. May be used for gastric
decompression. '

Prescription Use  x AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) - 3 (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS IEI)NE-CONTINUE ONANOTHER PAGE OF
NEEBED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Repraductive, Abddminal, -
and Radiological Devices.,
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